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SUPPLEMENTAL INFORMATION DISCLOSURE STATEMENT 

In accordance with his duty of disclosure under 37 C.F.R. §1.56, 
applicant would like to direct the Examiner's attention to the 
following documents which are listed on Form PTO-1449 (Exhibit 
A) and are also listed below. 

Copies of the references 1-91 listed below are not being 
submitted pursuant to 37 C.F.R. §1.98 (d), as the references were 
previously submitted to or cited by the U.S. Patent Office 
during the prosecution of U.S. Serial No. 10/011,377, filed 
October 22, 2001, now U.S. Patent No. 6,828,313, issued December 
7, 2004, on which the subject application relies upon for the 
benefit of an earlier filing date under 35 U.S.C §120. Applicant 
files this Supplemental Information Disclosure Statement under 
C.F.R. §1. 97(c) (2), before the mailing of a final office action 
on the merits accompanied by the fee of ONE HUNDRED EIGHTY 
DOLLARS ($180.00) set forth in 37 C.F.R. §1.17(p). Accordingly, 
applicant requests that this Supplemental Information Disclosure 
Statement be considered. 

1. U.S. Patent No. 5,532,230, issued July 2, 1996, Daynes et 
al. ; 

2. U.S. Patent No. 5,872,147, issued February 16, 1999, 
Bowen; 



3 . 



U.S. Patent No. 5,922,701, issued July 13, 1999, Araneo; 
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4. U.S. Patent No. 6,828,313, issued December 7, 2004, 
Fishbein; 

5. U.S. Patent Application Publication No. 2003/0049716, 
Published March 13, 2003, Barton et al . ; 

6. May 14, 1999 letter from the Department of Health and 
Human Services, Center For Drug Evaluation and Research, 
Rockville, Maryland, providing a "Copy of All Disclosable 
Approval Information For the Product Oxandrin, 
Manufactured by Biotechnology General," 30 pages; 

7. Albanese, A. A. et al . (1962) "Nutritional and Metabolic 
Effects of Some Newer Steroids, Oxandrolone and 
Trimacinolone" New York State J. Med. 62:1607-1613; 

8. Berkowitz, D. (April 25, 1962) Clinical Investigator's 
Report; 

9. Chicago Tribune (September 20, 1991), North Sports Final 
Edition, Business Section, page 1; 

10. Demling, et al. (1997) "Oxandrolone, an Anabolic Steroid, 
Significantly Increases the Rate of Weight Gain In the 
Recovery Phase After Major Burns" J. Trauma 43(1) : 47-51; 



11 . 



Demling, et al. (1998) "Closure of the 'Non-Healing Wound' 
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Corresponds with Correction of Weight Loss Using the 
Anabolic Agent Oxandrolone/ 7 Ostomy /Wound Management 
44(10) : 58-68; 



12. Demling, et al. (1999) "Comparison of the Anabolic Effects 
and Complications of Human Growth Hormone and the 
Testosterone Analog, Oxandrolone, After Severe Burn 
Injury," Burns 25:215-221; 

13. Demling, et al. (2000) "Oxandrolone, an Anabolic Steriod, 
Enhances the Healing of a Cutaneous Wound in the Rat," 
Wound Repair Regen 8(2):97-102; 

14. Demling, et al. (2001) "The Rate of Restoration of Body 
Weight After Burn Injury, Using the Anabolic Agent 
Oxandrolone, is not Age Dependent" Burns 17:46-51; 

15. Demling, et al. (2001) "The Anabolic Steroid, Oxandrolone, 
Reverses the Wound Healing Impairment in Corticosteroid- 
Dependent Burn and Wound Patients," Wounds 13 ( 5 ): 203-207 ; 

16. DeSanti, et al. (1998) "Development of a Burn 
Rehabilitatin Unit: Impact on Burn Center Length of Stay 
and Functional Outcome," Journal of Burn Care & 
Rehabilitation 19 ( 5 ) : 4 14-4 19 ; 

17. Ehrlich, et al . (1969) "The Effects of Cortisone and 
Anabolic Steroids on the Tensile Strength of Healing 



Applicant : Don Fishbein 
Serial No. : 10/799, 197 
Filed: March 12, 2004 
Page 13 

Wounds/' Ann Surg. 170 ( 2 ): 203-206; 

18. Eisenberg (1966) 65, Chemical Abstracts : 4 0387 ; 

19. Eisenberg (1966) "Effects of Androgens, Estrogens and 
Corticoids on Strontium Kinetics in Man," J. Clin. Endocr . 
26:566-572; 

20. Draft of G.D. Searle & Co. (1962), Physicians' Product 
Brochure No. 43, "AN AVAR® Brand of Oxandrolone, For 
Protein Tissue Building and Anabolism, " 16 pg. with a 5 
page insert; 

21. FDA approved Physician's Product Brochure No. 43 for 
ANAVAR® Brand of Oxandrolone, including Package Insert, 
G.D. Searle (1964); 

22. Ferraresi (1996) "Clinical Profile of Oxandrin," BTG 
Pharmaceuticals; 

23. Gold, E.M. (May 31, 1962) Clinical Investigator's Report; 

24. Grant (1980) "Patient Selection," in Handbook of Total 
Parenteral Nutrition, Saunders, pp. 7-46; 

25. Hausmann, et al. (1990) "Anabolic Steroids In Polytrauma 
Patients. Influence on Renal Nitrogen and Amino Acid 
Losses: A Double Blind Study," J. Parent. Enteral. Nutr. 
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14(2): 111-114; 



26. Helfman, et al. (1995) "Stanozolol as a Novel Therapeutic 
Agent in Dermatology," J. of the American Acad. Of 
Dermatology 33 ( 2 ) : 254 -258 ; 

27. Heller, C.G. (June 20, 1962) Clinical Investigator's 
Report ; 

28. Jekot et al . (1993) "Treating HIV/AIDS Patients with 
Anabolic Steroids," AIDS Patient Care 68-74; 

29. Kasler, M.H. Clinical Investigator's Report, (March 16, 
1962) ; 

30. Koehler et al. (1998) "Achieving Healing of x Non-Healing 
Pressure Ulcers," WOCN 30 th Annual Conference, p. 37; 

31. Kotler (1996) "Dilemmas in the Treatment of Weight Loss" 
BTG Pharmaceuticals pp. 1-7; 

32. Leevy, CM. (August 24, 1961) Clinical Investigator's 
Report ; 

33. Levien et al . (1994) "Reviews of Trimetrexate and 
Oxandrolone, " Hospital Pharmacy 2 9 ( 7 ) : 696-7 02 , 705-708; 

34. Martindale (1982) The Extra Pharmacopoeia 28 th edition, The 
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Pharmaceutical Press, London, Reynolds and Prasad Eds., p. 
1430; 

35. Mensch, M . , Clinical Investigator's Report, August 23, 
1962; 

36. Metcalf, W., Clinical Investigator's Report, July 14, 
1961; 

37. Paulsen, C.A., Clinical Investigator's Report, March 9, 
1962; 

38. PDR 38 Edition 1984 Physicians' Desk Reference pp. 1840- 
1841; 

39. Physicians' Desk Reference (1988), 42 supp. Edition, cover 
page and pp. 1975-1976; 

40. PR Newswire, 0828P8715, (August 28, 1991) "Gynex Obtains 
International Rights to Drug to Treat For Growth 
Disorders, AIDS: 

41. Ruff in, J.M. Clinical Investigator's Report, March 20, 
1962; 

42. Schwartz et al. (1986) "Androgens and Anabolic Steroids" 
In Modern Pharmacology , Second Edition, Little Brown and 
Company, Boston/Toronto, Craig and Stitzel Eds., pp. 905- 
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924; 



43. Tennenbaum et al . (1970) "The Effect of an Anabolic 
Steroid on the Healing of Experimental Extraction Wounds" 
Oral Surg. 30 ( 6) : 824-834 ; 



44. Udupa, et al . (1969) "Studies on Wound Healing," Indian J. 
Med. Res. 57:434-456; 



45. Woolery, J.W. Clinical Investigator's Report, April 27, 
1962; 



46. Arora, et al. (1982) "Respiratory Muscle Strength and 
Maximal Voluntary Ventilation in Undernourished Patients," 
Am. Rev. Respir. Pis 12 6:5-8; 



47. Aulick, et al. (1979) "Increased Peripheral Amino Acid 
Release Following Burn Injury," Surgery 85:560-565; 



48. Bessey, et al. (1989) "Post Traumatic Skeletal Muscle 
Proteolysis: The Role of the Hormonal Environment," World 
J. Surg. 13:465-470; 



49. Bistrian (1974) "Proteins Status of General Surgical 
Patients," JAMA 230:858-860; 



50. Chandra (1983) "Nutrition, Immunity, and Infection: 
Present Knowledge and Future Directions," Lancet 688-691; 
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51. Daly (1991) "Malnutrition, " in American College of 
Surgeons Scientific American Surgery" Scientific American, 
Inc. , New York pp. 12-1-12-18; 



52. DeBiasse and Wilmore (1994) "What is Optimal Nutritional 
Support?,'' New Horizon 2 (2 ); 122-130; 



53. Demling, et al . (1995) "Micronutrients in Critical 
Illness," Crit. Care Clin. North Am. 11 (3) : 651-673; 



54. Evans et al. (1983) "Protein Metabolism and Endurance 
Exercise," Phys Sport Med. 11:63-67,71-72; 



55. Fox, et al. (1962) "Oxandrolone : A Potent Anabolic Steroid 
of Novel Chemical Configuration," J. Clin. Endocrinol 
Metab. 22: 921-924; 



56. Frontera, et al . (1988) "Strength Conditioning in Older 
Men: Skeletal Muscle Hypertrophy and Improved Function," 
J. Appl. Physiol. 64(3) :1038-1044; 



57. Furst, et al. (1989) "Evidence for a Nutritional Need for 
Glutamine in Catabolic Patients," Kidney Int. Suppl. 
27 : 287-292; 



58. 



Gatzen, et al. (1992) "Growth Hormone Attenuates the 
Abnormal Distribution of Body Water in Critically ILL 
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Surgical Patients," Surgery 112:181-187; 



59. Gontzea (1974) "The Influence of Muscular Activity on 
Nitrogen Balance and on the Need of Man of Proteins," 
Nutr. Rep. Int. 10:35-43; 

60. Herndon, et al. (1988) "Effect of Propranolol 
Administration on Hemodynamic and Metabolic Response of 
Burned Pediatric Patients," Ann. Surg. 208:484-492; 

61. Herndon, et al . (1990) "Effect of Recombinant Human Growth 
Hormone on Donor Site Healing in Severely Burned 
Children," Ann. Surg. 212:424-431; 

62. Hickson, et al. (1995) "Glutamine Prevents Down-Regulation 
of Myosin Heavy Chain Synthesis and Muscle Atrophy from 
Glucocorticoids, " Am. J. Physiol. 268 : 7 30-7 34 ; 

63. Jahoor, et al. (1988) "Dynamics of the Protein Metabolic 
Response to Burn Injury," Metabolism 37 ( 4 ): 330-337 ; 

64. Jeevanadam, et al. (1992) "Decreased Growth Hormone Levels 
in the Catabolic Phase of Severe Injury," Surgery 111:495- 
502; 



65. 



Karim, et al. (1973) 
Metabolism in Man," Clin . 



"Oxandrolone Disposition 
Pharmacol. Ther. 14:862-869; 



and 
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66. Keys, et al . (1950), The Biology of Human Starvation , 
University of Minnesota Press, Minneapolis, Vol 1, pp. VII 
-IX, Vol. 2, pp. VII-VIII, 1345-1385 (Table of Contents 
and Index Only) ; 



67. Knox, et al. (1995) "Increased Survival After Major 
Thermal Injury: the Effect of Growth Hormone Therapy in 
Adults," J. Trauma 39 ( 3 ) : 52 6-532 ; 

68. Kopera (1985) "The History of Anabolic Steroids and a 
Clinical Review of Clinical Experiences, " Acta Endocrinol 
271: 11-18; 

69. Lacey and Wilmore (1990) "Is Glutamine a Conditionally 
Essential Amino Acid?," Nut. Rev. 48 ( 8 ): 297-309; 

70. Lemon (1987) "Protein and Exercise Update 1987" Medicine 
and Science in Sports and Exercise 19:179-190; 

71. Mendenhall, et al. (1993) "A Study of Oral Nutritional 
Support With Oxandrolone in Malnourished Patients with 
Alcoholic Hepatitis: Results of a Department of Veteran 
Affairs Cooperative Study," Hepatology 17 ( 4 ) : 5 64 -57 6 ; 

72. Mendenhall, et al. (1984). Short-term and Long-term 
Survival in Patients with Alcoholic Hepatitis Treated With 
Oxandrolone and Prenisolone. N . Eng. J. Med. 311:1464- 
1470; 
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73. Meredith, et al . (1989) "Dietary Protein Requirements and 
Protein Metaboism in Endurance-trained Men," J. 
Appl . Physiol . 66(6) :2850-2856; 

74. Moore, et al. (1959) "Metabolic Care of the Surgical 
Patient" W.B. Saunders Company, Philadelphia and London 
pgs . IV-V, 991-1011 (Table of Contents and Index Only); 

75. Newsome, et al . (1973) "Weight Loss Following Thermal 
Injury," Ann. Surg. 178:215-217; 

76. Reichsman, et al. (1991) "Muscle Protein Changes Following 
Eccentric Exercise in Humans," Eur . J. Appl ■ Physiol . 
62 (4) : 245-250; 

77. Roberts, et al . (1994) "Dietary Bioactive Peptides," New 
Horizons 2 (2) 237-243; 

78. Shernan, et al. (1989) "Growth Hormone Enhances 
Reepithelialization of Human Split-Thickness Skin Graft 
Donor Sites," Surg. Forum. 40:37-39; 

79. Souba, et al. (1990) "Oral Glutamine Reduces Bacterial 
Translocation Following Abdominal Radiation," J. Surg. 
Res. 48 (1) : 1-5; 

80. Stehle, et al. (1989) "Effect of Parenteral Glutamine 
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Peptide Supplements on Muscle Glutamine Loss in Nitrogen 
Balance After Major Surgery/' Lancet 1:231-233; 

81. Studley (1936) "Percentage of Weight Loss: A Basic 
Indication of Surgical Risk in Patients with Chronic 
Peptic Ulcers/' JAMA 106:458-460; 

82. Watters, et al. (1986) "Both Inflammatory and Encodrine 
Mediators Stimulate Host Response to Sepsis," Arch. Surg. 
121 : 179-190; 

83. Welbourne (1995) "Increased Plasma Bicarbonate and Growth 
Hormone After an Oral Glutamine Load, " Am. J. Clin. Nutr. 
1058-1061; 

84. Wernerman, et al. (1989) "Glutamine and Orni thine-Alpha- 
Ketoglutarate but not Branched-Chain Amino Acids Reduce 
the Loss of Muscle Glutamine After Surgical Trauma," 
Metabolism 38:63-66; 

85. Wilmore, et al . (1974) "Anabolic Effects of Human Growth 
Hormone and High Caloric Feedings Following Thermal 
Injury' 7 Surg. Gynecol Obstet. 138:875-884; 

86. Wilmore, et al. (1974) "Catecholamines: Mediator of the 
Hypermetabolic Response to Thermal Injury," Ann. Surg. 
180: 653-669; 
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87. Wilmore, et al. (1977) "Influence of the Burn Wound on 
Local and Systemic Responses to Injury," Ann. Surg. 
186 (4) : 444-458; 

88. Wilmore, et al . (1978) "Metabolic Changes in Burned 
Patients," Surg. Clin. North Am. 58 ( 6) ; 1173-1187; 

89. Wilmore (1980) "Feeding the Patient," in The Metabolic 
Management of the Critically ILL , Plenum Medical Books 
Co., New York, Wilmore Ed. 171-233; 

90. Ziegler, et al . (1992) "Clinical and Metabolic Efficacy of 
Glutamine-Supplemented Parenteral Nutrition After Bone 
Marrow Transplantation, " Ann. Intern. Med. 116 : 821-82 8; 
and 

91. Ziegler (1994) "Growth Hormone Administration During 
Nutritional Support: What is to be Gained?," New Horizons 
2 (2) :244-256. 

Applicant requests that the Examiner review the references and 
make them of record in the subject application. 

If a telephone interview would be of assistance in advancing 
prosecution of the subject application, applicant's undersigned 
attorneys invite the Examiner to telephone them at the number 
provided below. 
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No fee, other than a $1020.00 fee for a three-month extension of 
time and $180.00 fee for submitting a Supplemental Information 
Disclosure Statement before the mailing of the final office 
action both of which are enclosed on a check for $1200.00, is 
deemed necessary in connection with the filing of this Amendment 
and Supplemental Information Disclosure Statement. However, if 
any fee is required, authorization is hereby given to charge the 
amount of any such fee to Deposit Account No. 03-3125. 



Respectfully submitted, 



I hereby certify that this 
correspondence is being deposited 
this date with the U.S. Postal 
Service with sufficient postage as 
first class mail in an envelope 
addressed to: 



y <J ohn P. #hi/:e 
Registration No. 28,678 
Gary J. Gershik 
Registration No. 39,992 
Attorneys for Applicant 
Cooper & Dunham LLP 
1185 Avenue of the Americas 
New York, New York 10036 
(212) 278-0400 




Commissioner for Patents 

P.O. Box 1450 

Alexandria, VA 22313-1450 




Reg. No/ 28, 678 
Gary J. Gershik 
Reg. No. 39,992 
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May 14, 1999 letter from the Department of Health and Human Services, Center For Drug Evaluation and 
Research, Rockville, Maryland, providing a "Copy of All Disclosable Approval Information For the Product 
Oxandrin, Manufactured by Biotechnology General," 30 pages; 






Albanese, A. A. et al. (1962) "Nutritional and Metabolic Effects of Some Newer Steroids, Oxandrolone and 
Triamcinolone" New York State J. Med. 62:1607-1613; 






Berkowitz, D. (April 25, 1962) Clinical Investigator's Report; 






Chicago Tribune (September 20, 1991), North Sports Final Edition, Business Section, page 1; 






Demling, et al. (1997) "Oxandrolone, an Anabolic Steroid, Significantly Increases the Rate of Weight Gain 
In the Recovery Phase After Major Burns" J. Trauma 43(l):47-5 1 ; 






Demling, et al. (1998) "Closure of the 'Non-Healing Wound' Corresponds with Correction of Weight Loss 
Using the Anabolic Agent Oxandrolone," Ostomv/Wound Management 44(T0):58-68; 






Demling, et al. (1999) "Comparison of the Anabolic Effects and Complications of Human Growth Hormone 
and the Testosterone Analog, Oxandrolone, After Severe Burn Injury," Burns 25:215-221 ; 






Demling, et al. (2000) "Oxandrolone, an Anabolic Steriod, Enhances the Healing of a Cutaneous Wound in 
the Rat," Wound Repair Resen 8C2):97-102; 






Demling, et al. (2001) "The Rate of Restoration of Body Weight After Burn Injury, Using the Anabolic 
Agent Oxandrolone, is not Age Dependent" Burns 17:46-51; 






Demling, et al. (2001) "The Anabolic Steroid, Oxandrolone, Reverses the Wound Healing Impairment in 
Corticosteroid-Dependent Burn and Wound Patients." Wounds 13(5):203-207; 






DeSanti, et al. (1998) "Development of a Burn Rehabilitatin Unit: Impact on Burn Center Length of Stay and 
Functional Outcome." Journal of Burn Care & Rehabilitation 19(5):414-419; 






Ehrlich, et al. (1969) "The Effects of Cortisone and Anabolic Steroids on the Tensile Strength of Healing 
Wounds," Ann Sura. 170(2):203-206; 






Eisenberg (1966) 65, Chemical Abstracts:403 87; 






Eisenberg (1966) "Effects of Androgens, EStrogens and Corticoids on Strontium Kinetics in Man," J. Clin. 
Endocr. 26:566-572; 






Draft of G.D. Searle & Co. (1962), Physicians' Product Brochure No. 43, "ANAVAR® Brand ot 
Oxandrolone, For Protein Tissue Building and Anabolism," 16 pg. with a 5 page insert; 


EXAMINER 


DATE CONSIDERED 


* EXAMINER: Initial it citation considered, whether or not citation is in conformance with MPEP 609: Draw line through citation if not in 
conformance and not considered. Include copy of this form with next communication to applicant. 



Page 2 of 5 



Form PTO-1449 U.S. Department of Commerce 

Patent and Trademark Office 

INFORMATION DISCLOSURE CITATION 
(Use several sheets if necessary) 


Atty. Docket No. 

52427- 

AB/JPW/GJG/DNS 


Serial No. 

10/799,197 


Applicant: 

Don Fishbein 


Filing Date 

March 12, 2004 


Group 


U.S. PATENT DOCUMENTS 


Examiner 
Initial 




Document Number 


Date 


Name 


Class 


Subclass 


Filing Date 
if Appropriate 




























r 

FOREIGN PATENT DOCUMENTS 






Document Number 


Date 


Country 


Class 


Subclass 


Translation 


Yes 


No 































OTHER DOCUMENTS (Including Author, Title, Date, Pertinent Pages, Etc.) 



FDA approved Physician's Product Brochure No. 43 for ANAVAR® Brand of Oxandrolone, including 
Package Insert, G.D. Searle (1964); 



Ferraresi (1996) "Clinical Profile of Oxandrin," BTG Pharmaceuticals; 



Gold, E.M. (May 31, 1962) Clinical Investigator's Report; 



Grant (1980) "Patient Selection," in Handbook of Total Parenteral Nutrition, Saunders, pp. 7-46; 



Hausmann, et al. (1990) "Anabolic Steroids In Polytrauma Patients. Influence on Renal Nitrogen and Amino 
Acid Losses: A Double Blind Study," J. Parent. Enteral. Nutr. 14(2): 1 1 1-1 14; 



Helfman, et al. (1995) "Stanozolol as a Novel Therapeutic Agent in Dermatology," J. of the American Acad. 
Of Dermatology 33(2):254-258; 



Heller, C.G. (June 20, 1962) Clinical Investigator's Report; 



Jekot et al. (1993) "Treating HIV/AIDS Patients with Anabolic Steroids," AIDS Patient Care 68-74; 
Kasler, M.H. Clinical Investigator's Report, (March 16, 1962); 



Koehler et al. (1998) "Achieving Healing of 'Non-Healing Pressure Ulcers," WOCN 30 th Annual 
Conference, p. 37; 



Kotler (1996) "Dilemmas in the Treatment of Weight Loss" BTG Pharmaceuticals pp. 1-7; 



Leevy, CM. (August 24, 1961) Clinical Investigator's Report; 



Levien et al. (1994) 
708; 



'Reviews of Trimetrexate and Oxandrolone," Hospital Pharmacy 29(7):696-702, 705- 



Martindale (1982) The Extra Pharmacopoeia 28 th edition, The Pharmaceutical Press, London, Reynolds and 
Prasad Eds.,£. 1430; 



Mensch, M., Clinical Investigator's Report, August 23, 1962; 



Metcalf, W., Clinical Investigator's Report, July 14, 1961; 



Paulsen, C.A., Clinical Investigator's Report, March 9, 1962; 



PDR 38 Edition 1984 Physicians' Desk Reference pp. 1840-1841; 



Physicians' Desk Reference (1988), 42 supp. Edition, cover page and pp. 1975-1976; 



PR Newswire, 0828P8715, (August 28, 1991) "Gynex Obtains International Rights to Drug to Treat For 
Growth Disorders, AIDS: 



Ruffin, J.M. Clinical Investigator's Report, March 20, 1962; 



Schwartz et al. (1986) "Androgens and Anabolic Steroids" In Modern Pharmacology, Second Edition, Little 
Brown and Company, Boston/Toronto, Craig and Stitzel Eds., pp. 905-924; 



EXAMINER 



Tennenbaum et al. (1970) "The Effect of an Anabolic Steroid on the Healing of Experimental Extraction 
Wounds" Oral Surg. 30(6):824-834; 
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Udupa, et al. (1969) "Studies on Wound Healing," Indian J. Med. Res. 57:434-456; 



Woofery, J.W. Clinical Investigator's Report, April 27, 1962; 



Arora, et al. (1982) "Respiratory Muscle Strength and Maximal Voluntary Ventilation in Undernourished 
Patients," Am. Rev. Respir. Pis 126:5-8 



Aulick, et al. (1979) "Increased Peripheral Amino Acid Release Following Burn Injury," Surgery 85:560- 

565; 



Bessey, et al. (1989) "Post Traumatic Skeletal Muscle Proteolysis: The Role of the Hormonal Environment,' 
World J. Surg. 13:465-470; 



Bistrian (1974) "Proteins Status of General Surgical Patients." JAMA 230:858-860; 



Chandra (1983) "Nutrition, Immunity, and Infection: Present Knowledge and Future Directions," Lancet 
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